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5 10(k) Premarket Notification Submission

510(k) Summary

In accordance with 21 CFR 807.92 the following Summary of information is provided:

Date: June I8, 2014

Submitter: GE Healthcare
9900 Innovation Dr
Wauwatosa, WI 53226

Primary Contact Person: Bryan Bchn
Regulatory Affairs Manager
GE Healthcare
T:(4 14)72 1-42 14
F:(414)918-8275

Secondary Contact Person: Chan Sook Kim
Regulatory Affairs Leader
GE H-ealthcare
T: +82 3l 740 6307

Device: Trade Name: Voluson S6, Voluson S8 Ultrasound System

Common/Usual Name: Voluson S6, Voluson S8

Classification Names: Class 11

Product Code: Ultrasonic Pulsed Doppler Imaging System. 2I1CFR 892.1550 90-IYN
Ultrasonic Pulsed Echo Imaging System. 2 ICER 892.1560, 90-IYO
Diagnostic Ultrasound Transducer. 21I CER 892.1570. 90-ITX

Predicate Device(s): K120741 Voluson S6, Voluson S8 Diagnostic Ultrasound System

K132913 Voluson E Series

K 122387 Voluson P6/P8

K 121063 Vivid S5/S6

Device Description: The subject device consists of a mobile console with keyboard.
specialized controls, a color video LCD display with electronic-
array transducers. It has the same general appearance, dimensions
and weight as the unmodified device, it is a Track 3 general-
purpose imaging and analysis system providing real-time digital
acquisition, processing and display capability intended for
general radiology imaging and evaluation with some cardiology
and vascular applications.
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Intended Use: The device is a general-purpose ultrasound system. Specific
clinical applications and exam types include: Fetal (Obstetrics);
Abdominal (including renal and GYN/pelvic); Pediatric; Small
Organ (breast, testes, thyroid, salivary gland, lymph nodes,
pediatric and neonatal patients); Neonatal Cephalic;- Adult
Cephalic; Cardiac (adult and pediatric); Peripheral Vascular (PV);
Musculo-skeletal Conventional and Superficial; Transrectal (TR);
Transvaginal (TV).

Technology: The Voluson S6, Voluson S8 employs the same fundamental
scientific technology as its predicate devices

Determination of Comparison to Predicate Device(s):
Substantial Eqiuivalence: The VoILuson 56/S8 systems are substantially equivalent to the

predicate devices with regard to intended use. imaging
capabilities, technological characteristics and safety and
effectiveness.

* The systems are all intended for diagnostic ultrasound
imaging and fluid flow analysis.

* The Voluson S6/S8 and predicate Voluson 56/58 systems
have the same clinical intended use

* The Voluson 56/58 and predicate Voluson 56/S8systems
have the same imaging modes.

* The Voluson 56/58 and predicate Voluson S6/SS systems
transducers are identical except for the I 25-RS (same as
predicate Vivid S5/S6 K 121063), RAB2-6-RS (same as
predicate Voluson P6/P8 K 122387) and RAR6-RS
(Equivalent to RAB6-D on predicate Voluson E Series
K 132913).

* Trhe systems are manufactured with materials which have
been evaluated and found to be safe for the intended use
of the device.

* The systems have acoustic power levels which are below
the applicable FDA limits.

* The Voluson 56/58 and predicate Voluson 56/58 systems
have similar capability in terms of performing
measurements, capturing digital images, reviewing and
reporting studies.

* New software features added to VoIlson S6/S8: HDLive.
Sono IT. SonoBiometry and Sono L&D are the same
features cleared on predicate Voluson E Series(K 132913).

* The Voluson 56/S8 and predicate systems have been
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designed iii compliance with approved electrical and
physical safety standards.

Summary of Non-Clinical Tests:

The device has been evaluated for acoustic Output,
biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety,
and has been found to conform to applicable medical device
safety standards. Voluson S6. Voluson S8 and its applications
comply with voluntary standards;

I . AAMI/ANSI ES60601-l, Medical Electrical
Equipment - Part 1: General Requirements for Safety

2. IEC60601-l-2. Medical Electrical Equipment -
Part l-2:General Requirements for Safety - Collateral
Standard: Electromagnetic Compatibility
Requirements and Tests

* 3. EC60601-2-37, Medical Electrical Equipment -
Part 2-37:Particular Requirements for the Safety of'
Ultrasonic Medical Diagnostic and Monitoring

* Equipment

4. NEMA UD 3. Standard for Real Time Display of
Thermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment

5. ISO] 0993-I, Biological Evaluation of Medical
Devices- Part 1: Evaluation and Testing- Third Edition

6. NEMA UD 2, Acoustic Output Measurement Standard
for Diagnostic Ultrasound Equipment

7. IS0 1497 1, Application of risk management to medical
devices

8. NEMA, Digital Imaging and Communications in
Medicine (DICOM) Set. (Radiology)
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The following qual ity assurance measures are applied to the
development of the system:

0 Risk Analysis
* Requirements Reviews
0 Design Reviews
0 Testing on unit level (Module verification)
0 Integration testing (System verification)
a Final Acceptance Testing (Validation)

* Performance testing (Verification)
* Safety testing (Verification)

Transducer materials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:
The subject of this premarket submission, Voluson S6. Voluson
S8, did not require clinical studies to support substantial
equivalence.

Conclusion: GE Healthcare considers the Voluson S6, Voluson S8 to be as
safe, as effective, and performance is substantially equivalent to
the predicate device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sen ice: 4 Food and Onig Administration
0903 Newv Hampshire Avenue

Dcumnent Control Center - W066-G609
Silver Spring, 101 20993-0002

July 18, 2014
GE Hecalthcare
% Mr. Bryan Behan
Regulatory Affairs Manager
9900 Innovation Drive
WAUWATOSA WI 53226

Re: K 14 1639
Trade/Device Name: Voluson S6, Voluson S8 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN. lYG. IX
Dated: June 18. 2014
Received: June 19. 2Q14

Dear Mr. Bchn:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976, the enactment date ofihe Medical Device Amendments, or to
devices that have been reclassified in accordance with thle provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not1 reqiuire approval ofa premarket approval application (PMA).
You may. therefore, market the device, Subject to th6 general controls provisions of the Act. The
general controls provisions ofthc Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. 'lease note: CDRH- does not evaluate information related to contract liability
warranties. We remind you, howvecr, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use wvith the Voluson S6, Voluson S8 Diagnostic Ultrasound System, as described in your
premarket notification:

Transducer Model Number
RA134-8-RS 4C-RS ESC-RS
CI -5-RS l21.-RS A132-7-RS
RIC5-9W-RS RAII2-5-RS SC-RS
MI.6-l5-RS 3Sc-RS 9L.-RS
P21) 12S-RS RA132-6-RS
R A86-R S

If your device is classified (see above) into either class I I (Special Controls) or class Ill (PMA),
it may be Subject to additional controls. Existing major regulations affecting your device can be



Page 2-Mr. Behn

found in the Code of Federal Regulations, Title 21, Pants 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7 100 or at its Internet address
http://www.fda.eov/Med icalDeviceslResourcesforYou/lndustrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2) CER Pant
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803). please go to
http://www.fda.L'ov/MedicaDevices/Safet/Reto~rtaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address
http:/Hwww.fda.ov/MedicaDevices/ResourcsforYouIlndustry/default.htm.

Sincerely yours,

for
Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)

K 141639

Device Name
Voluson S6/Voluson S8 Diagnostic Ultrasound System

Indications for Use (Describe)

The device is a general-purpose ultrasound system. Specific clinical applications and exam types include: Fetal
(Obstetrics); Abdominal (including renal and OYN/pelvic); Pediatric; Small Organ (breast, testes, thyroid, salivary gland.
lymph nodes. pediatric and neonatal patients); Neonatal Cephalic: Adult Cephalic; Cardiac (adult and pediatric);
Peripheral Vascular (PV); Musculo-skeleral Conventional and Superficial; Transrectal (TR); Transvaginal (TV).

Type of Use (Select one or both, as applicable)

9 Prescription Use (Part 21 CFR 801 Subpart D) 0Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CORN) (Signature)

This section applies only to requirements of the Paperwork Reduction Adt of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRASteff~fda. hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid 0MB numnber"

FORM FDA 3881 (1114) Page 1 of 1I$,b.cImImJt~ Er



GE Heaithcare
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Diagnostic Ultrasound Indications for Use Form
GE Voluson S61S8 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

modcor 01Oprtion
Clinical Application aB M low cw Color Color M Power omb11ined Harmonic Coded other

Analomy'Rrioa' otIIfercst Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse I Notesf

Ophthalmnic

Fenjl / Ohsieiricsi11  P P P p P P P P P PF 15,6.91

AbdormnallIt  P p, P P p p p p P P 15.6.91

Pediatric P p P P p p, p p p 15.6.91

SM1 Irn~ P r PP P F I P P 15.6.9j

Neonatal CcPhalc li, P p p, F, P p p p p ~151
Adult Cepthailic p p p p P p P p p F ___

Cardiaci'l P P p P P P p p P P 5

peripheral Vascular I' I P r P P P p P (5.6.91

Musculo-skeletal Conventioinal I' P I' P P p, p p, P 15.6.91

Musculo-skelaI stinrriciol n P p p p p1 F P p 1 15.6.91

Olther

&tun Tipe W.ean, OAcrtssI

Transecsoplha l------------------------- ------

Transrecoadt " P p P p, p p, P p P 15.6.91

Trunsyvaginal P p, pF P P p P, P P 15.6.91

1Transurteal

lnnraoperative

lnroefIve Neurological-----------------------------------

Loparcocopic M ___

N -new indication: P = previously cleared by FDA
Notes: Ill Abdominal includes renal. GYN/Poelyte

121 Small organ includes breast. testes. thyroid. salivary gland, lymph nodes. peiirlti and neonatal patients
131 Cardiac is Adult and Pediatric,
151 3D14D Imaging Mode.
161 Includes imagtng of guidance orbiopsyv (2D/3D'4D1.
171 Includes infrtnility monitoring or rollicle development
131 Includes urology/prostate.
191 Elastogrophiv imaging- Elasticity

11Combined modes awc HIM. B'/Color M. B/PWD. BtCoIorfP WD. BIPWD

PLEASE W0 NOT WAITE BELOW MHS LINE .CONTINJE ON ANO'THER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (01R)

Prescription User (Per 21 CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form

GE Votuson S6/SS with RAB4-8-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

mode orOneration
Clinical Application B M PW CW Color Color M Power onmbined Harmonic Codled Other

.4narourtRegao,,o ISIrest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Notes)

Ophithalmic

Fetal ! obstrics'
1~

p pI p P P p p1 P P .

Abdominal"' P p p p p p p p pS 5.6

Pediatric p p p p p P p p p 5.6

Small ()rganI I

Neonatal Ceph~alic

Adult Cephalic------------------------------------

Cardisci'l

Peripheral Vascular

Mtjscuto'skelclat Conventional P p p r p p p pS p 15.61

Muloskclctal Superficial-----------------------------------

Other----------------------------- -

Fuwirn TiW. Wean, of Access,

1ransesophogeal

Ilransoroh, rut

Itioperat,e--------------------------------------------

Itiranpurative Neurological - --- -- -

tntro'ascular

Laparoioprc
N -new indication: P'- previously cleared by FDA
Notes: [ J) Abdominal includes renal, CYNfPelvic

121 Small organ includes breast. telein thyroid, salivary gland, lymph nodes, pediatric and neonatal patients

131 Cardiac is Adult and Pediatric.
1513D314D Imaging Mode.
(6j Includes imaging of guidance orbilopsy (2D/3D/40).
171 includes Infrtnility monitoring of folliclc devetopment.
181 includes urology/prosiate.
191 Elasiograpbv, Imaing- Elasticity
[j1 Comborned modtes are B!M. B'Color M. Fl'PWD. B!Color;PWD. B/PWD

(PLEASE 00 NOT WRITE OLLOW TiltS i.INP.-(ONTINUE ON ANOfltER FAME IF NEEDED)

Concurrence of CDRM. Office of In Vitro Diagnostics and Radiological Health (CIR)

Prescription User (Per 21 CFR 801. 109)
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Diagnostic Ultrasound Indications for Use Form
CE Voluson S6/SS with 4C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode oro)4mvtion __

Cliicl ppicaio B M CW Color Color M Power Combined Harmonic Coded Other

AnouipRerio, of hirerrst Doppler Doppler Doppler Doppler Doppler Modcs* Imaging pulse INoics)

Ophtlhlmc

p p p P P pF p P P IF 1L

Abdomincil" p p p p p p p p p 161

Pediatri p P p P P P PF P PF (61

Small Organ'2'

Neonatal Cephalic---------------------- ------ -

Adult Cephalic

Cardiac"

peripheral Vascular P 1, 1, p p p p P p 16

Muaculo-skelelal Conventional P P PF p P P p p p 16

Musculo-skekial Superficial-

Other

FxamnTipe, Weena fcrs-----------------------------------------

Trarsesopttarial-----------------------------------

I ransreclal''- - - ____

Trans~aginal-------------------------------- --- - -

Inirnocrative

Iniranperative Neurological-------------------------P --
Intravacular

-Laparosco ic _________ _________

N - new, indication. P - previously cleared by FDA- ___

Notes Ill Abdominal Includes renal. CYN'l'elvlc

121 Small organ includes breasi. testes. lwroid. toivanv gland, lymph nodes. pediatric and neonatal patients
131 Cardiac is Aduli and Pediatric
l~I 31)41) Imaging Mode
Ifil Includes imaging ot guidance ofbiopsv (201D 4D)

171iIncludes minfetlt monitoring of chalicle developriwni

181 Includes urology/prostatc
191 ElaustographY imaging- Elasiticity,

I-) Combined modes are RIM. B/Color M. B/PWD. B/Color/PWD, B/PWD
(PtSASE 00 NWT WRfl BELOW THIS LINE - CONMiNUE ON ANOmhER PAGE IF NEEDED)

Concurrence of CDRH. office oflIn Vitro, Diagnostics; and Radiological Health (01R)

Prescription User (Per 21 CERSO01.109)
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Diagnostic Ultrasound Indications for Use Form

GE Volusoan S6/SS with E8C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modefof Oprtion

Clinical Application B M PI CW Color Color M Power Zombined Harmnic Coded Other

Ancnor'Rezion of hiterest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse INco)

Ophthalmic--------------------------------------

Fetal / Ohsletricst"
__ _ _ _ __ I P P P P P P 61

Abdominal"' P P P P p p P P P 161

Pediatric

Small Organh I~u,'

Neonatal Cephalic P I' P P P P P p p 6~

Adult Cephate- -- - - -- - -- - -

Cardiac'----------------------------------------

Peripheral Vascuilar--------------------------------------

Museulo-sketetal Convenional----------------------------------

Mvusculo-skceltal Superficial - - ____ - - - - - - - - -

Examn 7Tpr, Aeom fAcceits

Transesophagcal ____ - - - - - - - -

fronsrectal'' P P P p p P P P 16

Transvagtinl P P p p ' p p p [61

iransuretheral------------------------------------

lntiopicrative-------------------- ---- - -

Introoperative Neurolrgiaoi ___ ___

Intnivascular-------------------------------------

Laparoscopic
N - new indication: P - previously cleared by FDA
Notes: IlIl Abdominal includes renal. CYN/Pelvic

121 Small organ includes breast, testes, thyroid, salivary gland, lymph nodes, pediatric and neenalal patiets

131 Cardiac is Adult and Pediatric.
[lj 3D/U) [m=Sing Mode.
[61 Includes imaging of guidance of biopsy (2D!314D).
171 includes infertility monitoring of follicle dec'elopmnl.
181 Includes urologyprostat
[91 Elastograpiw Imaging- Elasutly

I Combined modes are BVM. 13'Color M. B:VWD. R;ColIPTWD. B/PWI)
t?.14.i%t IN) NUl WRITEL t(WTHtIS LIMF.tO(fl'T'E UN AOIICRA PACE IF NEEDD

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Presicription I ser (Per 21 CFR 801.10)
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/SS with CI-5-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clitcl ppicaio PM CW Color Color M Power oGmbined flannonie Coded Other

.4AunnrRvm...I.n cflnroem lMoppker Doppler Doppler Doppler Doppler Modcg* Imaging Pulse INolesI

Ophthalmic

Fetal Iobstric' t'
_ _ _ _ _ P pFp,_ P P P P P p 16

Abdomninal... P F P P p p p r6
Pediatric P P P p p p p p p 16

Small organil'

Neonatal Ceplialic -

Adult Cephalic

Cardiac''

Peripheral Vascular

Musculo-skeletal Conventional P, P p p p p p p rj 161

Musculo-skeletal Superficial

Other

Fxarn Tspc' .teort, ofAcces.,

Transcsophagead----------------------------

I ransiertal1

Transaginat

Irun taret heral

lnlroperativc

lnntorperative Neurological--------------------------------

Intravascular

Lap.rosicopic
N -newv indication: P - previously ceaured by FDA - ----

Notes: Ill Abdominal winldcssta. GYN/Pclvlc
121 Small organ includes breast, testes, thyr~oid. ,ilivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric,
ISI 3DADl Imaging Mode.
161 Includes imaging olgSuidance ofbiopsy (2D4D).
17 Includes infertility monitoring of rlltle development.
191 Includes urology/prostate.
(91 Elastographv imaging- Elasticity

(01 Combined moades are BIM. B/Color M. B'PWD, B'Color/PWD. B/PWr)
(PLEASE DONNOT WRM~ BELOW TIRS LINE - (ONM1NUE ON ANO hER PAGE IF NEEDED)

Concurronce of CDRH, Offee of Ins Vitro Diagnostics and Radiological Health (OtR)

Ptescription User (Per 21 CER 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S61S8 with 12L-RS Transducer

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of(Operation

Clnia Mplcto PW CW Color Color M Power -ombircd Harnic Coded Othier
.4naronssRugio.. of I,.erest Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse INoics)

Ophthalmic

Fetal.: (itricst'i

Abdominal"U

Peditiric P P P 1, P I'P P P Pi 6.1

Sml ra''P P P P P P P P P 16.91

Neonatal UCehAlic

Cardiac'

Peripheral Vascular IF P P I' r P P 7 Ps 169

Musculo-skelelal Conventional P P P P P' P P ps p 16.91

Musculo-skclelal Superficial P P P P ps p p p Ps 16.91

Other

Exam Tityv. Means of Access---------------------------------------

Transesophageal------------------------------- -------

I rtnsirecial"

TrunsFaginal---------------------------------- -----

I rum sre liral

loit operutive

Ininuoncratave Neurological -

lnlravoscutlor

N -neew indication, F - previously cleared by FDA
Notes: 111 Abdominal Includes renal, GYN'Pelvtc

121 Semall organ Includes breast, test". thyroid. saliv'ary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric
1313D/-ID Imaging Mode.
161 Includes imaging ofrguidanice orbiopsy (2D'ID'4D)
171 Includesinility monittong of follicle devetopmeni.
I8l Includes urololfy/prostatec
191 tElastograph y Imaging- Elasticity'
1-1 Combined modes arc B/M, B/Color M, I3'PD, B!COlor.'PWD. BIPWD

UPLEASE DO NOT WAIiTI, DLLOW, THIS LINE -CONINUE ON ANOTIHERPAGE IF NEEDED)

Concurrencei of CDRH. Offic of In Vitro Diagnostics and Radiological Health (01R)

Prescription User (Par 21 CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form
GE Voluson MI/SS with ABZ-7-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Moe f tnion

Clinical Application B M PW CW Color Color M Power Combined Harmonic Coded Other

Anornsn'keglon of Ihgerrs, Doppler Doppler Doppler Doppler Doppler Mocs Imaging Pulse jNotcs)

Ophthalmic

Fetll/ Obstetricsi'
_ _ _ _ _ _ P P P _ P P p P P ps ....fl

Abdominal'" P p p P p p P P PJ 161

Pediatric P P P P P p p P *P 161

Small Organ"'

Neonatal Cephalic

Adult CePhalic

Cardiac'"

Peripheral Vascular

Mwsculn-Askcal conventional P P P P P P P P P 6

Musculo-sk~clcil superficial

Other

Exam. 1I*. N/eonsofAcs

Transcsophagcal

I ronsrec t a

Transvaiginal----------------------------- ---- -

Trransuretherul

lnlranapCrlivC

tntrisoperolive Neurological

Intravascular

N -new indication: P -previously cleared by FDA
Notes: [ II Abdominal includes renal. GYN~clvic

121 Small organ includes breast, testes. thyroid. salivary gland. lynmph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pedjalric
1,1 3D.4D Imaging Mode.
161 Includes imaging orgsidoncc of biopsy (21D/3DAD)
l71 Includes infertility monitoringf of follicle developmnent.

(8I Includes urologyiprostate.
I91 Elattography imaging- Elasticity,
1V1 Combined modes arc RIM. B/Color M. B;PWD. BiCotor/'PWD. B/PWD

(PLEASE 00 NOT WRITE BELOWDTiES LINE.- CONTrINUE ON ANOTHER PACE IF NEEDED)

concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (O1R)

Prescripion User (Per 21 CFR R01.10M)
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S6MS with RICS-9W-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofW lraion

Clinical Application 11 lW CW Color Color M Powver Combinodl Harmonic Coded Other

I narorn.YRegion ofr Intereso Doppler Doppler Doppler Doppler Doppler Modes' lnaging Pulse [Notes)

Ophihulmic

Fetal!/ Obsietrics'7 ' PI P P P 15.6.91

Abdominal 11  P P P p p p r P P 153,6,91

Pediatric

Small Organ"'

Neonatal Cephalic

Adult Cephalic

Cardiac'

Peripheral Vascular

Musculo-skeletal Conventional

Musculo-skelelal Superficial

Other

Faunn Tjype Means if Acress

Transcsophageal-------------------------- ------ -

-ransrccial'" P P P P r P p p ps p 0691
fransytinal P P P P, P P P, P P I5.691
1ronsurcihcvral

Iflhrcoperatve

Innijoperati v Neurological

Iniraasculat

Laparoseopic ____- = -

N = new indication: P -previously cleared by FDA
Notes: Ill Abdominal includes renal. GCYN/Pelvic

121 Small organ includes breast, testes, thyroid. salivary gland. lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric,
l1l 3D141) Imaging Moe&.
161 Includes imaging orgtaidancc of biopsy (2DJJD'4D).
171 Includes infeerility monitoring offollicle development.
I81 includes urology/prostatc.
191 Elastography imagingw Elasticity
1*1 Combined modes arc B/M. B'Color M. B'/PWD. B/Color/PWD. B/PWt)

(PLATASE 00 P7T WRITE Oriow fltIS LINE -CONTINUE ON ANOMIER PACE IF NEEDED)

concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (01R)

Plvscriplion User (Per 21 CUR 801.109)
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Diagnostic Ultrasound Indications for Use Form

GE Voluson S61S8 with RAB2-5-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

modeofopewion ___

Cliicl ppictin M Pw CW Color Color M PoWer ombinedlHarmonic Coded Other
A.",.4Regon of Dopplr Doppler Doppler Doppler Doppler Modes' Imaging Pulse (Notes)

Ophthalmic 

gh

Foal. ____________7 P P I' p p p p P IF 1560

Abdomitnal"' p p p P P p p P P (3.6)

f-ediatric

Snmall Organ'"'

Neonatal Cephalic-------------------------- ------ -

Adut lCepholic-

Peripheral Vascular

Mu,,culo-skqClel Conventional P p p p p p? p p p d(5.6)

Musculo-skelcial superficial--------------------------------

Other

Era.nrip.Means Of Access

Transosophageal-------------------------- ------ -

Transvaginal-------------------------------- -----

I ratisuretheral

Inirmoperafive------------------------------------

Inirnperalive Netrological------------------- -------------

tntiavasctilar

N - net, Indication: P - previously Cleared by 1'1)A
Notes: I II Abdominal include, renal. GYN'Pet~t

121 Small organ includes breast. tess thyroid, soivarv gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adtilt and Pediatrtc
1~I31)41) Imaging Mode.
161 Includes fIaging ofiguidance ofbiopsy (2D031)4D)
171 Includes inrility, monitoring ot follicle development.
18l Includes urologysprostate.
i91 IFloslogvaphy Imaging- Elasticity
['I Combined modes are BIM. B/Color M. B/PWD. B/Color/PWD. B/PWD

tPLEASE 00 NOT WRITE BELOW Tis LINE. ('fTNUE ON ANMtER PAGE IF NEEDED)

Cortcijrence of CDRH. Office of In Vitro Clagnostics and Radiloila Healt (O1R)

Prescription User (Per 21 CFU 801.109)
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GE Healthcare
510(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

CE Voluson S6/S8 with 8C-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modcoe oj.rtion -

Clinical Application B M PW CW Color Color M Povvr Combined Harmonic Coded Othier

AnaoomWRnion olnmere, ___ Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse INotes)

Ophthalmic

Fetal / Obstetrics"' P
_ _ _ _ _ _ P P' P p P P P P

Abdominal" P P P P P P P P P

Pediatric P P P P P P P P P

Small Organ''
____________ P P P P P P P P P (9)

Neonatal Cephalic P P P P P P P p

Adult 1cephalic

Cardiac'' P P P .P P P P P P

NPerihral Vascular p 1, P I' P P P P P

Mucl~kltlConventional P P P P P P P P P 19)

Musculo-skelclal superficial P P P P P P P P P 19)

Oilier

Exaom Tvpe. eans of Aces

Transesoplingeal---------------------------- -------

*1rmnirectal'--------------------------

Transureteral

Iniraolicrlivo ___- -- - - - - - -

lmtraonperative Neurological

Ininaacular---------------------------------- -----

Lupamoscopic
N - new indication. P - previously cleared by FDA- ___- ________-- -- - -

Notes: 111 Abdominal includes renal. CYN/Pclvic
121 Small organ include, breast, testes. lthyroid. salivary gland, lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric.
151 31)/4D Imaging Mode.
16] Includes imaging of guidance of biopsy (2131D3413.
171 Includes infertility monitoring of follicle development.
(5) Includes urologty/prosltl.
19) FlastographY imaging- Elasticity
1-1 Combined modes are FIN. W3Color M. R:PWD. B'Color!PWD, RIPWD

tPLIENSE DO) NOT WIIITL RELOW 11115 LINT - (ONTINtVt ON AOnTER PAGI FNEEDED)

Concurrence of CORH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Vresuription I Iser(Pecr 21 ('FR 801.109)

29



GE Healthcare
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/S8 with ML6-15-RS Transducer

Intended Use: Diagnostic ultrasound imtaging or fluid flow analysis ofrthe human body as follows:

Mode or Operation
Cliicl ppicaio R M CW Color Color M Power Combined Harnmic Coded Other

lnowrov-&Rgion of Inivres, - T M Dopple Doppler Doppler Doppler Doppler Modes' Imaging Pulse jNotesl

Ophthalmic

Felu1 0I sctrcs''

Abdominal"' P P P p p pS p P P (6,9)

Pediatric P P P P P P P P P (6.9)

Sml~gnP P P I' P P P P P (6'l)

Neonatal Cephalic---------------------------------------

Adull Cephallic

Cardiac"..

Peripheral Vascular P Ii P PS P P P P P (6.9)

Musculo-skcelal Conventionial p p P I' P p p P P (6.9)

Musculo-sklceal Superficial P P P I' p p p P P J6.!L

Other

Exon; Tpe.Aifes af~ccess

l ranwcsophageal----------------------------

Ilrunorctul"

Trrans~aiinal------------------------ - - -- .

I ransuret heral

lnlralacrattvc

Iniraoperalive Neurological

Itravascular

-Laparoscopic
N - neW indication. P - previously Cleared by FDJA- - ___ - ____ - . ____ -____- -

Notes: 111 Abdominal includes renal.OGYN/elvic
121 Small organ includes breast, testes. thyroid, salivary gland, lymph nodes, Pediatric and neonatal patients
131 Cardiac is Adult and Pediatric.
l1i 3D'4D Imaging Mode.
161 Includes imaignal oguidance ofbiopsv (2DDD.
171 Includes tnkriitty monitoring ollollicli, decl~opocin.
lNl Include$ urology~prosoate.
191 EtastographY Imaging. Elasticity
101 Combined modes are 13W. liColor M. 13'PWD. B3Color/PWD. B'PWD

(PLEASE Do NOT WRITE BEILOW TIS LINE . (CrjTNUE ON ANOTHER PAGE3 IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (QIR)

Prescription User (Per 2 1 CFR 801.109)
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GE Healthcare

5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Formn

GE Voluson S61S8 with 3Sc-RS Transducer

intended Use: IDignostic ultrasound imaging or fluid flow analysis of the human body as follows;

m ... leffopm .prtln

It il . A1))1LI INI Pk% LW Color Color NI -'',omtbined H armon ic Coded Other

Wno ...... Yflep,,, ,In,rl. Doppler D opplct Doppler IDoppler Dopnlpler Modeis' Imnaginrg Pulse ( Notes)

(tfiliha Io

ldIljIl 1, P I' I' p P PI'P

Sratl Ceplg~i0
1

lInfliial L 'Cptiit I

'ct ...... at \... oF

InhtsuIsc" a t,1Lnira

IsCIos te ,ISprcrl

tlviaott)[Ilie Ne sr,,loucat

N riIdfctl! '. P p,IIiu%t clcured t'v :FDA

12 I I'aIlt ....... lr oo d .. re, r CI.. 1h, "id. alkair, gt;umi,tt . ctpi node*. ttdIttric ird n~eonIatal pauvtlts

13 1 (arctic Is Adutt arnd tPediatric

.. ..... L.1 t1ri111irC delirideol

[9 Ititsogr niaging- Iflsricils

ICorrbin"d trides ae W B I .Color NM. U Pw i), IIto loPWDI. It WI)
Wit;.,'': IS Ni 039 i b O~ tll F1 LLE (On%1N ON .NOMRtf A1.t 11:1:01,dl~ta

Concurrence of CDRH. Office of In Vitro Diagnostics arid Radfiological Health (0IR)

'lrecripiioti User tier 21 CFR 801. 10)
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GE111111)cGE
5 1 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson S6/S8 with 9L-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Oprmain
Clinical Application B M CW Color Color M Powcr Zominod Harmonic Coded Other

A-naaom v/Regioof fnmeresr Doppler Doppler Doppler Doppler Dopplcr Mcides* Imaging Pulse INoics)

Ophthalmic

Fet. Obsietrucsit l
_ _ _ _ _ _ P P p p p p p P P

Abdominall" P p p p p p p p P

Pediatinc P p p p p p r P P

Small Organ'
_____________ p p p p P ps p p (9)

Neonatal Cephalic

Adult Cephalic

Cardiac'

Peripheral Vascular P P p p p p p P p

Musculn-sAelctal Conventional P P P p p p p p p

Musculo-skolcial Superficial P' P P P p p p p p (9

Other

Exam 71pe. Aierasf 4 cess

Transesophageal-------------------------------------------

I rumnrec tall'

Trunsvaginal-- - - - - - --

Trinsuretherl

lot racipc raive

lntraoperativc Neurological

Intralvascular

Loarosco Div ____ ________

N -new indication. Is previously cleared by FDA
Notes: IlIl Abdominal includes renal. GYN/Pelvic

12l Small organ includes breast. tesles. thyroid. salivovv gland, lymph trades. pediatric and neonatal patients
131 Cardiac is Adult and Pediatric.
I.5I StY-D Imaging Mode.
161 Includes imaging ol'guidane ofbiopsy (2IYSDI4D)).

171 Includes nitnility monitoring of follicle developmnt
I8I Includes urologyproslate
191 lilastograph. niging- Flamerct
1-1Combined modes arc 13.M. B'Color M, IPWD. B Color PWD). BPWD

uIPI&iASI: V01i~ WRITE.I[ lIt nnsOt LISP~ tO"tIhtIt N ANOTHER PAtOIF NEEDEQI

concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescription User (Per 21 CFR 801.109)
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GE Healthcare
5 10(k) Preinarket Not i fi cat ion Submission

Diagnostic U1IIrason d Indications for Use Form

GE \'oluson S6/SS with P21 Tmnsd 'ler

Intended Use: Diagnostic ultrasound inlaging or flulid flow analysis ol' he human body as followks:

(lric:l~\~pucuuti v C%% C"olor Ctol, M ..... Ireiiid lzutn~urnc C .. ld o.)Iher

...... . ,v .. . hppic' Do)ppler lDoppler Doppler Dopplea M,),],, Iiiagig PLulst IN'lcs

:\bdout ral"

l'cd attic

Sitall (igallIn

AdtL tcphlC

PI phieAl V,1sc Ulat 1,

NI scuo-sc ca!SuipcrlK'tal

....) /tpA, . rn: 4C' I

Iran"",a gina

railr,i,al

I urutel,"

N FIC% irudicalul,, P - "11 Iiousi 1Iared Iby 17I)M

Nots I I[ Abjuin....nal Gnidsca.C N't ic~

III Small organ Include, breast, irstc,. IhNwrod. salivaIry giland. lytmphi r,dc. pcdittnic and oconatal paliet

131 Cardi'ac is Adult andi ledmintc

151 31)14) nImging Modc.
611 nctdes iniagig ol'guidancc o-bio1'sy 121)334!)).
I71ncludes intltnility tnsnttori,,e 'atnlliclc dcvclopineni.

[SI inclutde s urolaiprosiate

I VI IFl'strignifltv itiagimg- Flasticity

1- ( Iatdonl~'ed t .ie 11< B,/M. l3CColor MI. 10WI). BIColorWi). ll/I'W)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Healtlh (OIR)

Fr%:sci iptionuttti ('1cr 21 ('ER SOl I II0)
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GE HealthcGE
5 10(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form
GE Voluson S6/S8 with lZS-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Opration
Clinical Application a M INW CW Color Color M Power Combmned Harmonic Coded Oilier

.lnaon.Region of Inferest Doppler Doppler Doppler Doppler Doppler Modes* Imaging Pulse [Nsotes)

Ophthaulmic

Feiel I hcic%

Abdoninaill

Pediatric P Pr P, P, P, P, P r P P, J±L
Smnall Orgaon''

_____________ N N N N IN N Ns N N 161

Neonatal Cephalic P, P, P P, P, P, P" P, PJ 16

Adult Cephaln;c1 N N N N N N N N N 11

Cardiac"' P, P, P, P P, P, P* P, P, PJ 1

Peripheral Vastcular

M usculo-sikelelal Conventional

Musculo-skelelal Superficial-----------------------------------

Other

Examn Tip. Mean, of Access----------------------------------------

Transesoplmupal ____ - - - - - - - - - - - -

Ilransteclall"---------------------------------------

Transalmal

Irransureilherjl

Inaoperalive

Inursopewltive Neurological-----------------------------------

Inutaascular-------------------------- --- - -

Laparoscopic ________ .- - - - --

N - new indication: P -Previously cleared by FDA, P -previously cleared by FDA (IC 12 10,63)
Noics: IjIJ Abdominal includes renal. CY N/Polvic

121 Small organ includes breast, tesesi, thyroid, salivary gland. lymph nodes, pediatric and neonatal patients
131 Cardiac is Adult and Pediatric,
151I31) 41) Imaging Mod..
t6J Includes imaging of guidance of biopsy 121y11141).
171 Includes intenilily monitoring or Ibllicle developmecnt
IKI Includes urologyproslale
191 Klastographv imaging- Elasticity'
1-1 Combined modes arc BiM. WColor M. BtIWD. BlColor(PWD. BIPWD

IPLEASiE 00 NOT WRITE BELOtW Tins LINE -VONTINVE ON ANODhER PAGE IF NEEDED)

concurrence of CDRH. Offie of In Vitro Diagnostics and Radiological Health (O1R)

Prescription User (Per 2l CFR 80 1. 109)
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GE Healtlicare
510(k) 'reinarket Notifi cat ion Subm ission

Diagnostic Ultrasound Indlications for Use Form

GF Voluson S6/SS wvith RA82-6-RS Transducer

Intended Use: Diagnostic ultrasomid imaging or fluid flo'v analysis or the humnan body as follows:

MordesW prIl ion ______

ClialA A pplw:iolu 11 M. Ili, Cxv Color Color M Pot~cr n'ornmd F taronic Coded Gibe,

>Inwln.r.R,'en,,, ... .. Drt'A, t D~i~c I)prlcr DopplI Dr o .ppler Doppler Mcis od; bijar ng PuI'e (Noesi

l:L I. l hricies 1' 1, p - 1 - 1 . p 5.6)

,Nbdonirnal 1' I- p- p- p- I" I.- p ll 1,- (5.6)

lledia Im Ii

Snrall 0, lrr'

NenorIalI Ceplialic

Adult Cvplialie

'en phetmi Na seil I

\IitsCt±Iit-,kvliatIL o.,rreiiirl e 1' 1, 1' p- p- 1 Il It- CS.6,

...... / pl it /Al ~ l

Ivribreeali I,

Now 'I Ij'e I AboIa' IcudvN ll.

121 Srmall oroal In 'c tie I 'en'.e. rit, ri.d, uhi wa glanId. lyvmph irodes. pediairc 'C nd neoirl.] pehicirts,

31 Cr~odis Advil aridldti.
113111)'4) 'iauin, Mode

III1 Ineludes 'finaging .1 guidaore ,] bipsy I2IY.l) 4IMl
171 Iricli,deorl'rlilml rronili'ir' of follicle deelrprierl

18 I1 nc tides it .loltvp,,t'Sl

I , lototsgnphrruraltnir'e~ i'

IC.,ob net mo.. ieo ItI. I I lo I It Jl\W). [I Ct'loijlW I.I WM)

Concurrence of CORH. Office of In Vilto Diagnostics arid Radiological Health (OiR)

llrescrij'liiii I !,,c (l'er 21 (FTR SO1. 109 1
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GE Healthcare
51 0(k) Premarket Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE Voluson S61S8 with RAB6-RS Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Opcration
Clinical Application B M PW CW Color Color M Power ombincd Haronic Coded Other

A., u....v kiov.Y runer. Doppler Doppler Doppler Doppler Doppler Modes' Imaging Pulse INotest

Ophthalmic

petal Obstetrics'1  (5,6)
_ _ _ _ _ _ N N N N N N N N N

Abdominal"' N N N N N N N N N (5.6)

Pediatric N N N N N N N N N (5.6)1

Small Organli'

Neonaal Cephalic-----------------------------------

AdutCephalic- __ - - - - - - - -

Cardiac'"

Peripheral Vascular

Musculo-skecletal Conventional N N N N N N N N N (5.6)

Musculo-skelelol Superficial

Othcr

Examn 7tpe,.tltont a/ Acces,

Trantsomphageal

T run s , no

I ran0 t'rvtitcra

lntroopcratve Neurological

Intiravascular

N newo indication: P -previously cleared by FDA

Notes: 111 Abdominal includes renl. YN/Pelvic
121 Small organ includes hreast, testes. Ihyroid.mslivary gland. lymph nodes pediatric and neonatal patients
131 Cardiac is Adut and Pediatric.
l1I 3D14D Imaging Mode,
£61 Includes imaging of guidance of biopsv (213D11,11)
[71 Includes Infertility monitoring of follicle development.

11Includes urology/prOslate
191 lolatographv imaging- Ulasticit

'Combined modes are RIM SlColow M. H.PWD. fl,Color!PWD. IPWD
$PLEASE 00 Nor WRITE BIELOW T71,1.1LNE. ONFtM'E ONt AiofIEft PAGE IF NEEDED)

Concurrence of CDRHR Office ot In Vitro Diagnostics and Radiological Health (DIR)

Prescription User (Pcr 21 CIR 801. 109)
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